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DETAILED ACTION 

In view of the appeal brief filed on 5/29/2008, PROSECUTION IS HEREBY 
REOPENED. A new ground of rejection is set forth below. 

To avoid abandonment of the application, appellant must exercise one of the 
following two options: 

(1 ) file a reply under 37 CFR 1.111 (if this Office action is non-final) or a reply 
under 37 CFR 1.113 (if this Office action is final); or, 

(2) initiate a new appeal by filing a notice of appeal under 37 CFR 41 .31 followed 
by an appeal brief under 37 CFR 41 .37. The previously paid notice of appeal fee and 
appeal brief fee can be applied to the new appeal. If, however, the appeal fees set forth 
in 37 CFR 41 .20 have been increased since they were previously paid, then appellant 
must pay the difference between the increased fees and the amount previously paid. 

A Supervisory Patent Examiner (SPE) has approved of reopening prosecution by 
signing below. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-12 are rejected under 35 U.S.C. 102(b) as being anticipated by Ciaglia 
et al (US 2002/0066453 A1). 
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With regards to claim 1, Ciaglia discloses (figures 2-4) a tracheostomy dilator 
(10) comprising: a patient end region, said patient end region being curved (pp[0019]), 
tapered and adapted for insertion through a tracheostomy to expand the tracheostomy 
as it is inserted; and a handle region (12) at an end of the dilator opposite said patient 
end region, wherein said handle region is curved in an opposite sense from said patient 
end region. (Provisions are provided (pp[0006, 0019]) for the handle to be curved in an 
opposite direction of the distal portion. Since, as pointed out in applicants appeal brief of 
5/29/2008, Ciaglia discloses (paragraph [0019]) :"The curvature of curved tapered distal 
portion 16 may be a series of curves of different radii, or a complex curve, from distal 
end 20 at least to demarcation 22. ... While not susceptible of a precise mathematic 
definition, it is preferred that the curvature be complementary to the curvature of 
conventional curved tracheostomy tubes.") 

With regards to claim 2, Ciaglia discloses (figures 2-4) a dilator according to 
Claim 1 , wherein said dilator has a passage extending along it for receiving a guide 
member (40). 

With regards to claim 3, Ciaglia discloses (figures 2-4) a dilator according to 
Claim 2, wherein a tip of said patient end region provides a substantially stepless 
transition with an outer surface of said guide member (paragraph [0018]). 

With regards to claim 4, Ciaglia discloses (figures 2-4) a dilator according to 
Claim 1, wherein said handle region has a substantially constant diameter along its 
length (paragraph [0018], tapering is not required). 
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With regards to claim 5, Ciaglia discloses (figures 2-4) a dilator according to 
Claim 1, wherein said handle region has surface formations adapted to enhance grip 
(paragraph [0018], tapering may be provided to enhance gripping). 

With regards to claim 6, Ciaglia discloses (figures 2-4) a dilator according to 
Claim 1, wherein said dilator is molded of a plastics material (pp[0015, 0020]). 

With regards to claim 7, Ciaglia discloses (figures 2-4) a dilator according to 
Claim 6, wherein said plastics material has a Shore hardness of substantially 90A 
(pp[0015, 0020]). 

With regards to claim 8, Ciaglia discloses (figures 2-4) a dilator according to 
Claim 1 , wherein the radius of curvature of said handle region is substantially the same 
as that of said patient end region. 

With regards to claim 9, Ciaglia discloses (figures 2-4) a dilator according to 
Claim 1 , wherein the radius of curvature of said patient end is about 90mm (pp[0014]). 

With regards to claim 10, Ciaglia discloses (figures 2-4) a dilator according to 
Claim 1 including a coating of a hydrophilic material along its patient end region 
(PP[0021]). 

With regards to claim 1 1 , Ciaglia discloses (figures 2-4) a tracheostomy dilator 
comprising one end providing a handle region and an opposite 
end providing a flexible (pp[0006]), tapered patient end region for insertion to the 
trachea, wherein said dilator is smoothly curved along substantially its entire length with 
an S shape (pp[0019]). 
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With regards to claim 12, Ciaglia discloses (figures 2-4) a tracheostomy dilator 
comprising: a patient end region, said patient end region tapering along its length; an 
intermediate region, said intermediate region tapering along its length substantially less 
than said patient end region; and a handle end region, said handle end region having a 
substantially constant diameter along its length, wherein said dilator has a passage 
extending within it and opening at a tip of said patient end region to accommodate a 
guide member along which said dilator is inserted to the trachea, wherein the wall 
thickness of said patient end region reduces towards a patient end tip such as to form a 
smooth transition with an outer surface of said guide member, and wherein said dilator 
is curved along substantially its entire length to an S shape so that the dilator can be 
held in the hand and inserted into the trachea ergonomically (pp[0004, 0006, 0015- 
0021]). 

Response to Amendment 

The present communication responds to the Amendment of 5/29/2008. 
By this communication, no claims were amended. The amendments did not add new 
matter. Claims 1-12 are pending. The rejection(s) are as stated. 

Response to Arguments 

Applicant's arguments with respect to claims 1-12 have been considered but are 
moot in view of the new ground(s) of rejection. 
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Conclusion 

References considered pertinent to Applicants' disclosure are listed on form 
PTO-892. All references listed on form PTO-892 are cited in their entirety. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL J. ANDERSON whose telephone number is 
(571)272-2764. The examiner can normally be reached on M-F 6:30 am to 3:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin C. Sirmons can be reached on (571) 272-4965. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael J Anderson/ 

Examiner 

Art Unit 3767 

MJA 
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/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



